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In discussion with the applicant over the phone on Tuesday September 6 th , 2006, the 
applicant agreed to cancel claims 1-12, 23-33 without prejudice. 

Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claim 13-22 and 35 are drawn to a method for connecting two conduits 
and delivering a coupler into a blood vessel and , classified in class 128, 
subclass 898. 

II. Claim 34, drawn to a coupler holder and delivery device, classified in class 
606, subclass 108. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions Group II and I are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case the process 
as claimed can be practiced with another materially different product such as a catheter 
system used to deliver and deploy the coupler for connecting two conduits. Because 
these inventions are independent or distinct for the reasons given above and there 
would be a serious burden on the examiner if restriction is not required because the 
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inventions require a different field of search (see MPEP § 808.02), restriction for 
examination purposes as indicated is proper. 

During a telephone conversation with attorney Jim Arpin on Tuesday, September 
6 th , 2006 a provisional election was made without traverse to prosecute the invention of 
Group I, claims 13-22 and 35. Affirmation of this election must be made by applicant in 
replying to this Office action. Claims 1-12, 23-34 are withdrawn from further 
consideration by the examiner, 37 CFR 1 .142(b), as being drawn to a non-elected 
invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1.1 7(i). 

DETAILED ACTION 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 13-22 and 35 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Carson (US 20050192604) in view of Akin (20020161383). 

Regarding claim 13, Carson discloses positioning a first saddle (14, fig. 3B) of a 
first coupler (298, fig. 21 C) within a first conduit (W, fig. 3B); clamping said first conduit 
(42, fig. 3B) to said first saddle of said first coupler; and connecting said first coupler 
(298, fig. 21 C) and said second coupler (296, fig. 21 C). Referring to attached appendix, 
Carson also discloses a second saddle (A, fig. 21 C) of a second coupler (296, fig. 21 C). 
Carson does not expressly disclose positioning the second coupler within a second 
conduit. 

However, Akin teaches a first conduit (9, fig. 2) and a second conduit (10, fig. 2) 
and a method for a side-to-side vessel anastomosis with an apparatus that has an 
analogous structure to Carson's device. This arrangement and methodology would 
allow for fluid communication between two parallel conduits. Therefore, it would have 
been obvious to a person of ordinary skill in the art, at the time of the invention, in view 
of Akin, to modify the method as disclosed by Carson to be used for coupling two 
conduits as taught by Akin to gain the advantage stated above. 
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As to claim 14 and 15, Carson discloses the step of making an incision in said 
conduit and positioning said saddle of said coupler within said conduit (para. 0070; I, fig. 
5A). 

Claims 16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Carson in view of Akin as applied to claim 13 above, and further in view of Gifford 
(US 20020151914). 

Carson in view of Akin discloses the invention substantially as claimed above, 
except for changing the temperature of the tissue clamp. However, Gifford teaches the 
step of heating an anastomosis device to a transition temperature, such that the device 
is secure within the conduit (last senstence of para. 0216). This process has the 
apparent advantage of preventing fluids leaking from the artificial opening under normal 
physiological conditions. Therefore, it would have been obvious to a person of ordinary 
skill in the art at the time of the invention to modify the coupler disclosed by Carson in 
view of Akin to secure it to the vessel by the process taught by Gifford. 

Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Carson in view of Akin as applied to claim 13 above, and further in view of 
Berreklouw (WO 00/24339). 

Carson in view of Akin discloses the invention substantially as claimed above, 
except for a pair of legs formed in the tissue clamp. However, Berreklouw teaches a pair 
of legs (11,111 fig. 4, 5) that could be incorporated on the tissue clamp for further 
securing of the coupler to the vessel wall (col.16, lines 30-36). Therefore, it would have 
been obvious to a person of ordinary skill in the art at the time of the invention to modify 
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the coupler disclosed by Carson in view of Akin to include legs as taught by Berreklouw 
for the sake of enhancing the fitting of the coupler to the vessel wall. 

Regarding claim 20, Carson discloses positioning a first flange (See attached 
appendix, C, fig. 21C) of said first coupler (298, fig. 21 C) in alignment with a second 
flange (B, fig. 21 C) of said second coupler (296, fig. 21 C). Carson does nto expressly 
disclose a clamping ring. However, Akin discloses a clamping ring (122, fig. 1 1B) that 
provides the apparent advantage of securing the first coupler and second coupler 
together between the first and second flanges. Therefore, it would have been obvious to 
a person of ordinary skill in the art, at the time of the invention to modify the connection 
of the two connectors disclosed by Carson by a securement part such as a clamping 
ring taught by Akin to ensure a tight, leak-proof connection between the couplers. 

Regarding claim 21 , Carson discloses engaging a first mating surface (see 
attached appendix, F, fig. 21 C) of said first coupler (298, fig. 21 C) and a second mating 
surface (E, fig. 21 C) of said second coupler (296, fig. 21 C). 

Regarding claim 22, Carson discloses a coupler apparatus that illustrates a first 
coupler and a second coupler connected together without the couplers being positioned 
within vessels (fig. 21c). Therefore, this figure illustrates that the couplers can be 
assembled together prior to placement within the conduits. 

Regarding claim 35, Carson discloses engaging said channel (30, fig. 1 A) of said 
coupler (12, fig. 1A); engaging said tissue clamp (16, fig. 1A); making an incision into 
said blood vessel (para. 0021; I, fig. 5A); delivering said coupler into said blood vessel 
through said incision (fig. 5A); securing said saddle to said blood vessel (para. 0023, 14, 
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fig. 3B); and releasing said tissue clamp (64, fig. 5B), so that said tissue clamp 
conforms to said saddle (fig. 5B). Carson does not expressly disclose bending of the 
tissue clamp. However, Akin teaches bending of parts of the two-piece anastomosis 
device (104, 96, fig. 11B). Since, the coupler disclosed by Carson and the anastomosis 
device of Akin are both made from any suitable material, It would have been obvious to 
a person of ordinary skill in the art, in view of Akin, at the time of the invention to bend 
the tissue clamp disclosed by Carson in a similar manner as taught by Akin for 
separating the saddle from the tissue clamp and allowing for easier placement of the 
saddle within the lumen. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Stevens ( US 2002 0116018) discloses an anastomosis system 
and method. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pavitra Kotini whose telephone number is 571-272- 
0624. The examiner can normally be reached on M & W-F 9:00am to 6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Pavitra Kotini 
AU 3731 




